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The following events/information must be reported to Quorum within 10 business days.
	REPORTABLE EVENTS THAT OCCUR AT THE PI’s RESEARCH SITE or are ASSOCIATED WITH THE PI

	Event
	Examples (not all-inclusive)
	Reporting Criteria (What to report)
Events that do not meet the criteria listed below do not need to be reported to Quorum.  
	How to Report

	Serious Adverse Event (SAE)


	· Pneumonia resulting from study drug administration
· Significant allergic reaction resulting from study drug(s)
· Cardiovascular event induced by study drug(s) or device
	An adverse event that is:

· Serious,

· Unanticipated, and

· Related
	· SAE Report 

	Major Protocol Deviation/ Violation


	· Failure to obtain informed consent
· Omitting study procedure(s) required by-approved protocol
· Drug dispensing/dosing error 
· Failure to securely control the study product
· Deviation necessary to eliminate an apparent immediate hazard to a participant
	Any change from Board-approved protocol that adversely affects the:

· risk/benefit ratio of the study, or

· rights, safety, or welfare of the participants or others, or

· integrity of the study
	· Major Protocol Deviation/Violation Report  



	Prospective Protocol Waiver/ Exception

	· Intentional deviation from the inclusion/ exclusion criteria set forth in the protocol
	· Any prospective request for an intentional deviation from the IRB approved protocol except when necessary to eliminate an apparent immediate hazard to a participant.  
	· Copy of Sponsor approval

· Prospective Waiver/ Exception Request Form

	Research Complaint
	· Complaint from a participant regarding a research-related injury or study activities
· Complaint from study personnel regarding fabrication of data or research misconduct
	A complaint associated with the study regarding an alleged breach of the: 

· rights, safety, or welfare of the participants or others, or

· integrity of the study
	· Unanticipated Problem Report

	Adverse Audit or Enforcement Action 
	· FDA Form 483 or Warning Letter
· Adverse Sponsor audit results
· Suspension or restriction of medical license
	Any adverse finding issued to, or enforcement action taken against, the PI
	· Copy of the adverse audit results, enforcement action, etc.

· Unanticipated Problem Report 

	Other Unanticipated Problem 
	· Participant becomes incarcerated
· Breach of participant confidentiality (e.g., breach of secured database)
· Study personnel misconduct that adversely affects the study
	Unanticipated problem that adversely affects the:

· risk/benefit ratio of the study, or

· rights, safety, or welfare of the participants or others, or

· integrity of the study
	· Unanticipated Problem Report

	EVENTS THAT OCCUR EXTERNAL TO THE PI’s RESEARCH SITE AND ARE REPORTED TO THE PI.

**The external events described below do not need to be submitted to Quorum if the Sponsor is submitting such reports on behalf of the Principal Investigators.  Contact your Sponsor for the reporting arrangement for your study.  

	Event
	Examples
	Reporting Criteria (What to report)
	How to Report

	External SAE Reports

(e.g., IND Safety Reports)
	· IND Safety Reports
· MedWatch Reports
· CIOMS Reports
	Unanticipated problem that adversely affects the:

· risk/benefit ratio of the study, or

· rights, safety, or welfare of the participants or others, or
· integrity of the study 
	· Copy of entire external SAE report

· Safety Information Cover Page

	Reports, publications, or interim results or findings
	· DSMB reports and recommendations
· Regulatory Agency Public Health Advisory
· “Dear Healthcare Professional” Letter
	All reports, publications, or interim results or findings
	· Copy of report, publication, interim finding, etc.

· Safety Information Cover Page

	New or updated study product safety information
	· Revised Investigator’s Brochure

· Revised label/ Package Insert

· Device manual


	All new or updated study product safety information and a summary of changes.

*For study product and comparator drugs
	· Copy of the new or updated study product safety information

· Safety Information Cover Page

	Recalls / Withdrawals / Clinical Holds
	· Early study termination

· Regulatory Agency or Sponsor Marketing withdrawal
	Correspondence communicating a Regulatory Agency or Sponsor mandated marketing recall, withdrawal, or clinical hold
	· Copy of the correspondence

· Safety Information Cover Page


Prompt Reporting of Safety Information and Unanticipated Problems 

Quorum Review (Quorum) requires Principal Investigators (PI) to promptly report all events that may constitute unanticipated problems involving risk to research participants or others and new or updated safety information relating to study or study product.  The following events/information must be reported to Quorum within 10 business days of their occurrence.  

	Events that occur at the PI’s research site or are associated with the PI
	Study, protocol, or product related events that occur external to the PI’s research site 

	Serious Adverse Events
	External SAE Reports (IND Safety Reports)

	Major Protocol Deviations or Protocol Waivers 
	Reports, publications, or interim results or findings

	Research Participant Complaints
	New or updated study product information 

	Adverse Audit or Enforcement Action
	Recalls / Withdrawals / Clinical Holds

	Other Unanticipated Problems
	DSMB report summary


Review of Unanticipated Problems by Quorum Review

All reported events and new/updated safety information submitted to Quorum for review must be provided on or with the appropriate report e.g., SAE Report, Major Protocol Deviation/Violation Report, Unanticipated Problem Report, or a Safety Information Cover Page – See the table on the previous page).  On each report, PIs are asked to assess whether the event, in the PI’s judgment, requires further action such as a modification to the protocol or a revision to the consent form.

Upon receipt of report that satisfies Quorum’s reporting requirements, the event/information will be reviewed and evaluated by the Board and/or a designated Board representative.  If the Board agrees that the event/information constitutes an unanticipated problem involving risk to participants or others, Quorum may be required to report the event/information to U.S. Food and Drug Administration or other regulatory agencies per pertinent regulations.  Quorum may also take further action in the interest of the rights, safety, or welfare of the participants or others, the integrity of the study, and/or to provide participants information that may affect their willingness to continue participation in the study.

Reporting of IND Safety Reports, MedWatch Reports and CIOMS Reports
The vast majority of IND Safety Reports, MedWatch Reports and CIOMS Reports (“Reports”) do not need to be reported to Quorum Review under Quorum’s new reporting guidelines.  The only Reports that must be reported are those reports that reveal an unanticipated problem involving risk to participants or others.  Please submit our Safety Information Cover Page with such submissions.
We understand that a number of sponsors and sites have SOPs that require transmission of all Reports to the Board regardless of the nature of the incident reported.  If you are submitting a Report to fulfill such a requirement, you can so indicate on the cover page.  You will receive an acknowledgment of receipt by Quorum
Definitions

Adverse event – an undesirable event experienced by a research participant.

Serious Adverse Event  – an undesirable event experienced by a research participant that is serious in nature, unanticipated, and at least possibly related to the study product. 
Related – a reasonable possibility that the adverse event may have been caused by the study product or study procedures (e.g. “possibly related”, “probably related”, and “definitely related”)
Serious – results in death, is life-threatening, results in persistent or significant disability/incapacity (a substantial disruption of the participant’s ability to conduct normal life functions), results in or prolongs inpatient hospitalization, is a congenital anomaly/birth defect, or jeopardizes the participant or requires intervention to prevent one of the outcomes listed above.

Unanticipated - not identified in nature, severity, or frequency in the relevant safety documents(s) for the study product or is not identified as a possible risk in the study protocol or the informed consent form for the study.
Protocol Deviation/Violation – any intentional or unintentional change from the Board-approved protocol that was not approved by the IRB prior to initiation of the change.  
Major Protocol Deviation/Violation – a protocol deviation or violation that adversely affects the risk/benefit ratio of the study, the rights, safety, or welfare of the participants or others, or the integrity of the study.

Minor Protocol Deviation/Violation – a protocol deviation or violation that, in the PI’s judgment, DOES NOT adversely affects the risk/benefit ratio of the study, the rights, safety, or welfare of the participants or others, or the integrity of the study.  Examples of possible minor protocol deviations may include but are not limited to:

· Study visit(s) or study procedure(s) conducted out of timeframe

· Participant failure to initial every page of the consent form

· Participant failure to return diary

· Other protocol deviations/violations that only affect logistical or administrative aspects of the study

Protocol Exemption/Waiver – any prospective request for an intentional deviation from the IRB approved protocol that involves risk to participants or others, except when necessary to eliminate an apparent immediate hazard to a participant.  
Unanticipated problem involving risk to participants or others –  
An unexpected event that: 
· potentially increases risks to participants or others; 

· adversely affects the rights, safety or welfare of participants; 

· or adversely affects the integrity of the study
Not Reportable Events

Typically, a number of events occur during the course of a study that don’t meet Quorum’s reporting requirements.  Examples of such events may include:

· Adverse events that, in the PI’s judgment, are not related to the study;

· Adverse events that are anticipated or expected as part of the study;

· External serious adverse event reports (e.g., IND Safety Reports) that, in the PI’s judgment, do not adversely affect the conduct of the PI’s study at his/her research facility;

· Minor protocol deviations (such as study visits performed slightly out of window);

· Minor research participant complaints that are adequately resolved by the research staff.

The occurrence of events that do not satisfy Quorum’s reporting requirements (e.g. adverse events, minor protocol deviation or other unanticipated problems) do not need to be reported to Quorum.  However, if in the PI’s judgment, any adverse events, minor protocol deviations or other unanticipated problems when considered together indicate that changes to the research plan and/or consent form should be made, then the PI should provide an analysis of the events and any rationale for suggested changes at the time of continuing review and/or site closure.
G-036.01, Safety Information and Unanticipated Problems Reporting Guidelines, dated 10/06/2008
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